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- 77ie MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 



- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment See 37 CFR 1.704(b). 

Status 

1 )El Responsive to communication(s) filed on 20-Januarv 2006 . 
2a)K This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 34-60 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) S Claim(s) 34z§Q is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)\Z\ accepted or b)0 objected to by the Examiner, 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 

1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5 ) O Notice of Informal Patent Application (PTO-1 52) 

Paper No(s)/Mail Date . 6) O Other: . 
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1 . The amendment of 1/20/06 has been entered. Claims 34-60 are pending. 

2. Claims 34-60 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for the disclosed substituents, does not reasonably provide 
enablement for all of the substituents encompassed by the instant claims. The specification does 
not enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention commensurate in scope with these claims. 

A. The instant claims are replete with variable groups reciting "substituted" therewith 
without specifying what the substituents are to be. It would require undue experimentation to 
determine all of the substituents which would function according to the instant invention since 
there are an infinite number of such substituents and not all of them would function to give 
compositions which would function according to the instant specification. The claims are not 
commensurate in scope with the enabling specification therefore. The applicant's argument that 
no legally recognized standard of enablement is used is not fact. See MPEP 2164.01 Test of 
Enablement 

Any analysis of whether a particular claim is supported by the disclosure in an 
application 

requires a determination of whether that disclosure, when filed, contained sufficient 
information regarding the subject matter of the claims as to enable one skilled in the 
pertinent art to make and use the claimed invention. The standard for determining 
whether the specification meets the enablement requirement was cast in the Supreme 
Court decision of Mineral Separation v. Hyde, 242 U.S. 261, 270 (1916) which 
postured the question: is the experimentation needed to practice the invention undue or 
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unreasonable? That standard is still the one to be applied. In re Wands, 858 F.2d 731, 
737, 8 USPQ2d 1400, 1404 (Fed. Cir. 1988). Accordingly, even though the statute 
does not use the term "undue experimentation," it has been interpreted to require that the 
claimed invention be enabled so that any person skilled in the art can make and use the 
invention without undue experimentation. In re Wands, 858 F.2d at 737, 8 USPQ2d at 
1404 (Fed. Cir. 1988). See also United States v. Telectronics, Inc., 857 F.2d 778, 
785, 8 USPQ2d 1217, 1223 (Fed. Cir. 1988) ("The test of enablement is whether one 
reasonably skilled in the art could make or use the invention from the disclosures in the 
patent coupled with information known in the art without undue experimentation."). A 
patent need not teach, and preferably omits, what is well known in the art. In re 
Buchner, 929 F.2d 660, 661, 18 USPQ2d 1331, 1332 (Fed. Cir. 1991); Hybritech, 
Inc. v. Monoclonal Antibodies , Inc ., 802 F.2d 1367, 1384, 231 USPQ 81, 94 (Fed. 
Cir. 1986), cert, denied, 480 U.S. 947 (1987); and Lindemann Maschinenfabrik 
GMBH v. American Hoist & Derrick Co., 730 F.2d 1452, 1463, 221 USPQ 481, 
489 (Fed. Cir. 1984). Determining enablement is a question of law based on underlying 
factual findings. In re Vaeck, 947 F.2d 488, 495, 20 USPQ2d 1438, 1444 (Fed. Cir. 
1991); Atlas Powder Co. v. E.I. du Pont de Nemours & Co., 750 F.2d 1569, 1576, 
224 USPQ 409, 413 (Fed. Cir. 1984). 
UNDUE EXPERIMENTATION 

The fact that experimentation may be complex does not necessarily make it undue, if the 
art typically engages in such experimentation. In re Certain Limited-Charge Cell 
Culture Microcarriers, 221 USPQ 1 165, 1 174 (IntT Trade Comm'n 1983), aff 'd. 
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sub nom., Massachusetts Institute of Technology v. A.B. Fortia, 774 F.2d 1 104, 227 
USPQ 428 (Fed. Cir. 1985). See also In re Wands, 858 F.2d at 737, 8 USPQ2d at 
1404. The test of enablement is not whether any experimentation is necessary, but 
whether, if experimentation is necessary, it is undue. In re Angstadt, 537 F.2d 498, 504, 
190 USPQ 214, 219 (CCPA 1976). 
2164.01(a) Undue Experimentation Factors 

There are many factors to be considered when determining whether there is 
sufficient 

evidence to support a determination that a disclosure does not satisfy the 
enablement 

requirement and whether any necessary experimentation is "undue." These factors 
include, but are not limited to: 

(A) The breadth of the claims; 

(B) The nature of the invention; 

(C) The state of the prior art; 

(D) The level of one of ordinary skill; 

(E) The level of predictability in the art; 

(F) The amount of direction provided by the inventor; 

(G) The existence of working examples; and 

(H) The quantity of experimentation needed to make or use the invention based 



on 



the content of the disclosure. 
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In re Wands, 858 F.2d 731, 737, 8 USPQ2d 1400, 1404 (Fed. Cir. 1988) 
(reversing the PTO's determination that claims directed to methods for detection of 
hepatitis B surface antigens did not satisfy the enablement requirement). In Wands, the 
court noted that there was no disagreement as to the facts, but merely a disagreement as 
to the interpretation of the data and the conclusion to be made from the facts. In re 
Wands, 858 F.2d at 736-40, 8 USPQ2d at 1403-07. The Court held that the 
specification was enabling with respect to the claims at issue and found that "there was 
considerable direction and guidance" in the specification; there was "a high level of skill 

in 

the art at the time the application was filed;" and "all of the methods needed to practice 
the invention were well known." 858 F.2d at 740, 8 USPQ2d at 1406. After considering 
all the factors related to the enablement issue, the court concluded that "it would not 
require undue experimentation to obtain antibodies needed to practice the claimed 
invention." Id., 8 USPQ2d at 1407. 

The chemical arts are complex and unpredictable. There is no direction by the inventor 
regarding the nonenabled substituents. There are an infinite number of nonenabled substituents 
most of which will not function in the instantly claimed invention most likely and it is not 
predictable which will or which will not work because the art is unpredictable. The astronomical 
amount of substituents is such that the skilled artisan could never determine which will and 
which won't function by experimentation because there would not be enough time and probably 
there is not enough mass in the universe to do so. This is clearly undue experimentation due to 
the large, i.e. infinite number of substituents encompassed by the instant claims but in no way 
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enabled. Claims 58-60 are noted but since they contain the limitations of the claim from which 

they depend, they contain other recitations of "substituted" not remedied by the limitations 

present therein. This rejection is maintained therefore. 

2. Claims 34-60 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the 
base claim and any intervening claims and to overcome the above rejection under 35 USC 
112 first paragraphs. 

The cited prior art does not describe the instantly claimed combinations of ingredients nor 
provide rationale to combine these ingredients. Fuji et al. is cited for its disclosure of 
thiourethanes. 

3. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

4. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Patrick D. Niland whose telephone number is 571-272-1 121. The examiner 
can normally be reached on Monday to Thursday from 10 to 5. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Vasu Jagannathan, can be reached on 571-272-1 119. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-2 1 7-9 1 97 (toll-free). 




"Patrick D. Niland 
Primary Examiner 
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